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Mr. Ralph Rohrer 
2880 W. Dry River Rd. 
Dayton, VA 22821 

Smiths‘ Turkey Farms Inc. 
4342 Lincoln Road 
Holland, Mi. 49423 

J, D. Ruleman 
Hilltop View Farm 
2084 Parkersburg Trpk. 
SwOope, VA 24479 

Michigan Turkey Producers 
2140 Chicago Drive SW 
Wyoming, MI 49509 

G. Tyndail. 
P.O. Box 51 
Autryville, N.C, 28318 

Richard Keith Shooter 
4672 South Robeson Rd 
Rowland NC 28383 

Donna ThOmpSOn 
HC69 Box73 
Brandywine, WVA 26802 

Carlton WaJ.1 
Watson Turkey Farm 
6713 PauL"s Path Road 
LaGrange, NC 28552 

Tillie Wall 
Watson Turkey Farm 
6713 Paul's Path Road 
LaGrange, NC 28551 

Charles Horn 
1142 Freemason Run 
Mt 503011# VA 22043 

Bill Sasser 
890 N.C. 581 South 
Goldsboro, N.C. 27530 

Bob Mooring 
P.0. Box 338 
LaGrange, N.C. 28551 

William Elrod 
Wayne Farms 
52 Apex Drive 
Jefferson, GA 30549 

James R. Hoover 
RD H4 Box 605 
Newport PA 17074 

American Association of Bovine 
Practitioners 
P.O. Box 1755 
Rome Georgia 30162-1755 

Gregorio RosaZes Ph,D 
Ross Breeders 
5015 Bradford Drive 
Huntsville Alabama 35805 

Dale & Sharon Reeves 
165 Whitmore Road 
Mt Solon, VA 119843 

Warmie L. Moruesy 
HC62 Box 59-1 
Upper Tract WV 26866 

Marion Garcia 
590 Mt Clinton Pike 
Harrisonburg, VA 22802 

Hillside Poultry 
Donald W Mulact 
P.O. Box 37 
Mt. Solon, VA 22843 

Ronald F. Paintie 
2844 US Hwy 340 
Stanley, VA 22851 

Eva M. Rexrode 
WC 30 Box 10 
MaysviLle, WV 26833 

E. Vera Preddy 
P.O. Box 127 
orange, VA 22960 

Roy L Welms 
Route 2 
Polkton, NC 28135 

Ken Pope 
Rt. 1 Box 153 
Polkton, NC 28135 

Alechia Smith 
Rt 3, Box 246 
Peachland, MC 28133 

Carol Harrington 
Rt. 1 Box 152 
Polkton, NC 28135 

Thomas R. Bess, Jr, 
7710 White Stone Rd. 
Marshville, NC 28103 

Jerry M. Blackman 
5196 Pageland 
Lancaster, S.C. 29720 

Jerry Austin 
8025 Hwy 218 East 
Marshville, NC 28103 



Beverly Gayle Brock Brent B. Birkholder 
4409 J, Prank Moser Road 3577 Mt. Clinton Pike 
Monrc3e, NC 28112 Harrisonburg VA 22802 

Mrs. June Flory 
344 S. Main Street 
P.0, Box 306 
Timberville VA 32853-0305 

Randall 0 Shipe 
RR1 Box 128 
Mathias, WV 26812 

Mr. Sean Hildreth 
Rt. 5 Box 295 
Wadesbaro, NC 28170 

Christian E. Pate,, III 
Connie J. Pate 
14004 American Legion Drive 
Broadway, VA 22815 

Alvin E. Roadcap 
1864 College Ave 
Harrisonburg, VA 22802 

Bobby 3. Dove 
9133 Shuitztown Rd 
Linville, VA 22834 

Gary E. Alger 
237 Boston Road 
Luray, VA 22835 

George Vionovich 
37 West Broad Street, 
Room 970 
Cslumbus, Ohio 43215 

Edward M. Kennedy 
United States Senate 
Washington, DC 20510-2402 

Charles Haggerty 
Joanne Haggerty 
224 Wildflower Lane 
New Narket, VA 22844 

Mike Hapman 
1481 Hazard Mill Road 
Bentonville, VA 22610 

Joann E. Shipe 
RR1 Box 228 
Mathias, WV 26812 

Lynn Housden 
1581 Millcreek Crossroads 
Luray, VA 22835 

Minnie J. Snyder 
123 Stagecoach Lane 
Luray, VA 22835 

Bobby W. Fox 
140 Fox Drive 
Stanley, VA 22851 

Bobby McColLum 
Route 2 Box 300 B 
Polkton, NC 28135 

Ronald W. Combs 
HC 85, Box 170 
Moorefield, WV 26836 

Turner Farm 
c/o David E. Turner 
105 Turner Drive 
Stanley, VA 22853 

Atwood 
601 Kimball Rd 
Luray, VA 22835 

Glenn Halterman 
P.O.Box 483 
Monterey, VA 24465 

Carolyn & Ronald McPherson Poultry Edward Wrenn 
P.O. Box 895 Wrenns Turkey Farm 
22815 353 Benson Hollow Road 

Middlebrook, WV 24459 

Norris L. Dinges 
1138 Old Stanley Road 
Stanley, VA 22851-3252 

Mike DeWine 
37 West Broad Street, 
Room 970 
Columbus, Ohio 43215 

Jack Heavenridge 
5930 Sharon Woods Bl.vd. 
Columbus, Ohio 43229 

Sherrod 3rown 
United States Senate 
Washington, DC 20510-24132 

Henry A. Waxman 
United States Senate 
Washington, DC 20510-2402 

Louise M, Slaughter 
United States Senate 
Washington, DC 20510-2402 



Thad Cochran 
United States Senate 
Washington, DC 20510-2402 

Zach Wamp 
423 Cannon Building 
Washington, D.C. 20515 

Lloyd L. Knight 
P.Q* Box 1755 
Rome, Georgia 30262-1755 

Dr. Japp A. Wagenaar 
ID-Lelystad, Instituut voor 
Diehouderij 
P.0. Bo 65,NL-8200 AB 
The Netherlands 

Suzanne Millman, Ph,D, B.Sc 
Humane Society of the U.S. 
2100 L. Street, NW 
Washington, D*C, 25037 

National Turkey Federation 
1225 New York Avenue, NW 
Suite 300 
Washington, D.C. 20005 

James W. Patterson, PH. D 
P.O. Box 23209 
Silvertkorne, CO 80498 

Thomas Burkgren, DVM, MBA 
American Association of Swine 
Veterinarians 
902 1st street 
Perry, IA 50.220 

Asa Hutchinson 
1535 Longworth 
Washington, DC 

Building 
20515 

Sheila Wood 
c/o Jack Kingston 
1034 Long Worth Buikding 

Washington, DC 20515 

Donald and Tammy Sellers 
46 Donald Sellers Drive 
Waynesboro, MS 39367 

Jan Hamer 
ID Lelystad 
Edelhertweg 15 
8219PH Lelystad 
The Netherlands 

E. Hartnett 
Veterinary Laboratories 
New Waw, Addlestone, Surrey KT15, 
3NB 
United Kingdom 

Dr. Manfred Kist 
Universitats Klinikum 
Institut for Med 
Herman-Herder-Str, 11 D-79104 
Freiburg 

Maxine Fitzwater 
AC 65, Box 12 
Moorefield, WV 26836 

Dr. Trudy M. Wassenaar 
Tannenstrasse 7 
55576 Zotzenheim UK 

Debcrrah Pryce 
221 Cannon House office 13uil.ding 
Washington DC 20515 

Ronald H Kardel 
22456 90th Avenue 
Walcott, Iowa 52773 

Willmar Poultry 
P.Q. Box 753 
Willmar, MN 56201-0753 

D. Wages DVM, Dipl. ACPV 
College of Veterinary Medicine 
North CaroLina State Univ. 
Raleigh, NC 27606 

Simon Mark Shane, BVSc, PhD 
Dept * of Epidemiology 
Louisiana State University 
Baton Rougec LA 80703 

Berndtson, EVA DVM PhD 
Svenska Klackeribolaget AB 
Byholmsv 95 
SE-291 Kristianstad 

Paul Sundberg, DVM, PhD 
National Pork Producers Council 
P.0. Box 10383 
Des Moines, IA 50306 



Research and ~~v~l~prnent 
Elanco Animal Health 
2001 West Main St. P.O.Box708 
Greenfield, Indiana 46 140 

Auburn University, 
Colkge af Agriculture 
Alabama 36849-5416 

Vernon Felts, Ph.D. 
143 6 Big Daddys Road 
Pikcville, NC. 27863 

Shady Braok Farms 
Rocco Farms, Inc, Turkey 
1724 counts Club Road 
~a~is~nb~g~ VA 22802 

orah Huang, M.C. 
Ctr. Ear S~ier~~e in the Public Interest 
1875 Connecticut Ave. NW, Ste 300 
was~j~gt~ll, DC 20009-5728 

Phi~lip Evans 
5455 S. Dry River Rd 
Dayton, VA 22821 

African V~t~rina~ Ned. Assoc. 
X93 1 M ~cacham Road, Suite 100 
Schaumgb~rg, fl6~1?3-436~ 

Hector Cervantes 
103 1 Wcstehester Court 
Wa~kinsvill~, GA 30677-2 17 1 

Wampler Foods 
P.OBox 7275 
~rQadway VA 228 15-7275 

Steven Clark 
206 ~ri~w~~d Dr. 
Gibsonville, N.C. 27249-33 12 

PennAg Industries Asc. 
T%rthwcod Office Center 
22 15 Forest Hills Dr., Suite 39 
Harrisburg, Pa 17 1 f2- 1099 

Assoc. of American Veterinary 
Medical Colleges 
1101 Vermont Ave NW, Suite 710 
Washington, DC 20005-3 52 1 

Goldsboro Milling Company 
938 Millers Chapel Road, 
PO. BOX 10009 
Gcldsboro, N.C. 27532 

Keystone Foods North America 
300 Clintan Avenue west 
Huntsville, Al 35801 

Marcus Zervos, M.D.Clinical Proftmor 
Wayne State University of bbdicine 
William Beaumont Hospital 

W illow Brook Foods, Inc 
50 1 North Main Street 
P.O. Box 5084 
Springfield, Missouri 6580 1 

Wayne Farms LLC 
340 Jesse Jewel1 Parkway, Ste. 200 
Gainsville, GA 3050 1 

Wietsema Farms 
1124 Edgewater Dr. Suite A 
Allendale, MI 49401 

College of Agriculture and Life Sciences 
Extention Poultry Science 
Scott Hall/ Campus Box 7606 
Raleigh, NC. 27695 

Linder Ekkrer 
Wood Lane Enterprises 
8244 Union Springs Rd. 
Dayton VA 2282 1 

Allen% Hatchery, I[nc 
126 North Shipley Street 
Seaford, Delaware 19973-3 100 

Townsend 
P.O. IBax 468 
~illsb~ru, Delaware 19966 

Farbest Farms, Inc. 
225 W. 4fst Street, Suite 6 
Jasper, Indiana 47546 

Feildale Farms ~~rp~rati~n 
P,Q.Box 558 - 
Baldwin, GA 305 11 

Bayer ~~~~rati~n 
*cl. l&3x 390 

Shawnee, Missiun, KS 6620 l-0390 

ConAgra Poultry Company 
110 Mill Drive 
Athens GA 30606 

Wayland Vct~rina~ Clinic 

Wayland, Iowa 52654 

Warsaw, NC 28388 

Prestage Farms 
HWY 421 S. P.0. Bax 4380 
Clinton N.C. 2~329-~43~~ 

Deryle Oxford VP Agriculture 
Cargill Inc 
756 Old Wire Road 
Springdale, AR 7276 1 



John D. Mcme 
52 Apex Drive 
Jefferson, GA 30549 

MS, Dianne Lavenburg 
Bayer Animal II&a&h 
P-Q. Box 390 
Shawnee Mission, KS 66202-0390 

Narry Long 
Bax 985 
New Market VA 22844 

Denton Kisa~urg 
f-k” 59 BQX 36 
Seneca Rocks, 26884 

Glenn Lee Smith, Jr, 
Route 1 Box 246 
Pea~hla~d~ NC 28 133 

~~ni~a 21. Martin 
5233 ~reen~~nt Rd. 
~a~ris~~burg, VA 22 802 

Joe ~u~~~~~Page Cmmty Poultry 
Grower 
2390 Ida Road 
Luray VA 22835 

North mountain Poultry 
P.Q. Box 64I 
Broadway, VA 228 15 

Nicd Farms Inc 
I-IG 72, Box 7156 
Scherr, VfV 26726 

Larry B. Simpson 
4 X 08 Briar~li~~ Dr. 
Monroe, NC 2811 Q 

Devin I? Reeves 
17 15 New Hope Road 
LaGrange, NC 28551 

Mr. John B. Payne 
SeMior Vice President 
P.0. Box 390 
Shawnee Mission, KS 662~1~~39~ 

Warner Poultry 
PD. Box 
Franklin, WV 268067 

cabin Love 
2 13 6 Renee Ford Road 
Stanfield NC 28163 

Rachel Helms 
Route 2 
Polk&m, NC 28135 

William J. Thornton 
3698 Egypt Bend Road 
Luray, VA 22835 

Billy W. Maore 
3918 Vam Sneed Road 
Marshville, NC 28 103 

Katie h/l. Fox 
189 Fox Drive 
Stanley, VA 2285 1 

Buddy Vance Good Co 
741 East Main Street 
Luray, VA 22835 

U.S. Poultry & Egg Assoc. 
1530 Cooledge Road 
Tucker, GA 3~~84-73~3 

West Liberty Foods 
207 West 2nd Street P-Q, 
West Liberty, Iowa 52776 

American General Life and 
Accident Insuram~ ~~~pa~~y 
P.Q. Box 187 
Dunn, NC 28334 

Estyl W. Ruddle 
P.0. Box 99 
River&m, WV 268 14-~~~9 

Wades Threatt 
1613 Highway 205 
~a~shvill~, NC 28 103 

Billy Threat 
P.O. Box 204 
~arshville, NC 28 103 

Dewey F. Bgnse~aver, 
Becky 6. Warman 
I-IC 30, Box 95 
Petersburg, WV 26947-94 10 

WC 85, Box 31 
Fisher, WV 26818 

Rose I-Ii11 Farms Inc 
GC 78 Cox 27 
Shanks, WV 26761 

Cathy I-I. Alger 
137 Boston Road 
Luray, VA 22835 

Ralph C. Cabbage 
265 Kite I-Iollow Road 
Stanley, VA 2285 1 



Swishy Farms POBax 2367 

Turluck, 6rA 9538 I-2367 

Jeffrey Werner Eric Gander 
897 I?. Lamaster St. 106 Lamashire Dr. 
Jonestown, PA 1703 8 ~oldsboro~ NC 27534 

Environmental Defense 
-X 875 ~o~ecti~ut Ave. NW 
Washington I3C 20009 

California Poultry Federation 
3117 A Mchemy Ave 
Modesto, CA 95350 

rational Chicken Council 
1015 Fifteenth Street NW, Ste 930 
Washingto~~ DC 26005 

Massachusetts General I-Ios 
Infectious Disease Division 
149- 13th street, 5th floor 
Charleston, MA 02 12~-2QO~ 

Vete~ina~ laboratories Agency - 
Weybrigdge 
New Haw, Addlestone, 
Surrey KTl53l?B UK 

r Med ~otifried ~auff 
LehkstraRe 3d, 22 145 
Hamburg ~e~~~y 

Cox Assoc, 
503 Franklin Street 
Denver, CO 80218 

Agrimetrics Asset: 
3 121 El Boundary Court, 
~idlothia~, VA 23 112 

College of V~teri~a~ ~~di~i~e 
~~pa~~e~t of Avian medicine 
Athens, GA 30602 

Animal I-Iealth Institute 
I324 G Street, NW Suite 700 
Washington, DC 20005-3 104 

Timothy Se ~u~~i~gs, 
Poultry Clinical Professor 
Box 9825 
Mississippi State, MS 39762 

2699 300th Street 
Jewell, IA 50130 

Louis Anthony Cox, Jr. 
Cox Associates 
503 Franklin Street 
Denver, GO 80218 

Stacy A. Wolf 
701 Pine #3 
San Francisco, CA 94108 

Drexel University 
32nd & Chestnut Streets 
Philadelphia, PA I9 104 





October 22, 24301 

Kent D. McClure, D.V,M., J.D, 
General Counse3. 
Animal Health Institute 
I.325 G Stef NJ., Suite 300 
Washington, D.C. 20005 

Dear Dr. McClure: 

X write in response to your September 28, 001, letter 
requesting a meeting to discuss the legal standard used under the 
Federal Food, Drug, 
new animal drugs. 

and Cosmetic Act to determine the safety of 
The draft citizen petition attached to your 

letter, which sets out your views on the legal standard, requests 
withdrawal of the Notice of Opportunity for Hearing for 
enrofloxacfn that FDA's Center for Veterinary Medicine published 
in the Federal Register on October 31, 2001. 

1 am advising the Office of the Commissioner in the 
proceeding to withdraw approval of enrofloxaein. Under-FDA's 
regulations governing the withdrawal, of approval of a new animal 
drug, communications about this withdrawal currently are not 
allowed between FDA officials advising the Office of the 
Commissioner and persons outside FDA. See 21 C.FAL IO.!%(d) (I), 
Thus, I am unable to meet with you about the issues you raise in 
your September 28 correspondence, In addition, under these 
regulations, a copy of this correspondence and my response must 
be placed in the FDA docket and served on other 
C.F.R. N-55(d) (3) c 

articipants, 21 

Z recognize this situation, and my inabilit ta meet with 
YOUlr may be frustrating. However, any meeting would likely 
affect my ability to participate in the withdrawal proceeding, 
which would not serve anyone's interests. 



a * 





August 3 13 200.X 

e ~~~MA~ ~EALXH ~~~T~~T~ (/d-@ SubmitS this petitian under sections 20 1) 5 12 
701 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 3215 3 
C~~issi~ner ofFsod and Drugs to refrain from use of the “reaso 
starhrd far determining whether a new axhx4 drug is “s&e” within the meaning Q Food, 
lkug and Cosmetic Act. AHI is the natioraal trade association rqxese rs of 
anixnat heahh products - ~~~ae~u~c~s~ biologicah and feed additives used in mad~:m food 
~r~du~t~~~ and the medicines &at keep pets healthy. As such, AHI certah.Iy supparts the 
m~ke~g of s&e and efhctive new aGmal drugs. Indeed, Awi members ainnuai1.y spend 
~~~e~ of miltions of dollars in research desiped to demonstrate the safety and eEcacy of 
timal he&th products, However9 the “reasunable cetinty af no harm standard,” as applied by 
thr: FDA Center for Veterinary Medicine, is inapproptiate. 

Add~t~~n~~y, AHI requests that the FDA consider the ~~tera~t~~~ between the Food hg 
d Cosmetic Act and the MEat Ihspe&ion Act and the Pouhy Produc Inspectjon Act when 
vefoping policy for the review of ~tirn~~r~~~~ new animaf dfugs. . . ..-.- I - 

AED has repeatedly pointed out h comments and at w~rks~~~s that the Cegter for 
Vete~~ Medjcine has spent fitt:le time pu~~~~~y disc~s~~g the legat u~de~~~~~gs to the 
vtious p~~~~y Etiatives tmderway and saught more open pubtic ar~aiysis. We have even met 
with FDA counsel and senior management who rehsed to discuss the isszae. Therefore, we file 
this petition, 

I* AHI requests that the Center fur V~t~~~~ Medicine jm~~djately cease use of 
the “reasonab3f= certainty of no harm” standard in the d~t~~~at~~~ ~~w~~t~~r a 
new animal drug ts “~a#’ within thts meaning of the Food, Drug and.Cosmetic 
Act and utilize a risk / benefit analysis as directed by applicable case Xaw. 



II Cztrzen Petitiun 1 I 
, September G&2001 * 

age 2 

AH1 requests that the Center for Veterinary medicine consider the ~nt~ract~~n 
between the Food Drug and Cosmetic Act and the Meat fnspection Act and the 
Pouftry Products Inspection Act when deveIoping poEicy for the review of 
antimicrobial new a&mat drugs. 

Safe is defined in the Food, Drug and Cosmetic Act as “referring to the health of man or 
timal,“” 2 1 USC 6 3 2 1 (u). Additional guidance tith respect to the d~t~~~na~~~n of %afe”” for 

drugs is of&red with a nun-exclusive Ming of factors to be considered. 21 USC $ 
As expfained i%rther below, interpretative case Xaw has held that inherent in the 

waking of these s~~t~~ factors is a risk f benefit analysis. 
of such 

Indeed, such is implicit by the use 
statutory facto& as ‘“probable consumption,‘” “‘cumulative effect,” “safety factors,” and 

.I ._-_ -x -~ . 

e conditions of use are reasonably cetin to be followed in practice. 
CVM utilizes a standard that does not utilize a risk f benefit analysis. 

TQ the contrary, 

CV~ has not established a statutury or regulatory basis fur this smdard. In the 
shdd ~~~~ent~ CVM asserts that the Food, Drug and Cosmetic Act requires the use of the 

reasonable certainty of no harm” standard. Interestingly, in the Notice o 
Hearing on ve~e~n~ ~~~r~qu~n~l~nes used in chickens and turkeys (N 

rtuniv for 

CVM, they do nr>t take the same position. 
ub~~sh~d by 

In the NOOH, CVM merely contends that “safe” can 
be defined as %asorTabfe certainty of no harm.‘” Notice of ~pp~~~ for Hearing, 65 Fed. Kg, 
64,956 (2~~~). CVM has entirely failed to expfain its fegal analysis of the Food, Drug and 
Cosmetic Act* controlfing case law, or the Food, Drug and Cosmetic Act’s interaction with the 
Meat hspectiun Act and the Poultry Products Inspection Act, . 



* Citizen Petitic>n 
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CVM’s ratianale for use of the ‘“reasonable certainty of ns harm”’ standard appears ta be 
that this is the def’ititilon for food additives found. in the Code of Federal Regulations, and that 
sinw animal drugs were regulated as food additives prior to 1968, it applies to &em as well. 
~~~c~~~~y since tie 1968 amendments only ~~~s~~~dat~d FDA’s statutdry authority. Notice of 
~pp~~~ for Hearing, 65 Fed. Reg. 64,956 (2000). However, there are several problems 
with such an analysis. 

First, the regulations promulgated by FDA under the food additive ~~~dme~ts have 
over time articufated diEerent definitions of&e. The one currently in place was not 
~r~~~gated untif the late 19TOs+ 21 CFR 5 f 70.3(i). The food additive provisions af the 
FFBCA have INS applied to a-&n~aI drugs since 1968 with the animal drug amentients. 21 
U.S.Ct §32l(s)(5). So, the current food additive rule (which Qn its face applies only to food 
additives) has never applied to animal drugs. 

Second, in the DES ~~~aw~ proceedings, when a mataufacmer relied upon FDA food 
additive barge, CVm argued that the food additive pruvisions ofthe FFDCA and the food 
additive r~~~a~~~ were not a&icaHe or binding to new an.imaI drugs. 44 Fed.Reg, 54882-3 
(I 979). Cfrhli appears to be fiighly inconsistent on this issue, arguing that tie fuod additive 
provisions apply or don’t apply to new animal drugs according to their immediate need. 

I’?G.rd, the FFDCA itself does not provide the standard (other than the implicit dtiection 
af a risk f ber~St a~&ysis) for the determhation of safety3 and CVM has not pfomdgated Amy 
rules setting the standard in the emtext of animal. &gs. Cuurts that have attempted to dete&e 
the smdard against which the CVM must evaluate safety da& for a new animal drugs have 
det~~~d that no particular smdard is mandated by the FFDCA. “The Food, Drug, and 
Cosmetic Act does not indicate the strmdard an applicant must meet to demonstrate a new &I.&S 
safety or the evidence upon which the FDA must base its safeety determination.‘” S;~aub~~- ZI, 
~~ff~~~~~ 895 FSupp. I 178, f 1% (W.D. Wis 1~9~)(em~h~~s added); Arne~ica~ ~y~~~~~~ Co. Y. 
FDA, 606 E.Zd 1307, f 3 13-f SI 4 (D.C. Cir, 1979)(The FFDCA conttim &I pmvision d~~~~~~~ 
the nature of the evident&-y showing required to prove the safety of a new drug). ,_-_ ---.--- -1 1 . . 

Carat application of the “‘reasonable certairzty of no harm” standard by CV&I is such 
that a risk / denef.3 analysis is not perSonned. Rather, if risk ox potential risk is identified, the 
~~s~~~~ is that the stmdard cannst be met. At a CVM workshop on antimicrubia! resistance, Dr. 
Man RI&, an FDA oficiaX, explained that a risk - benefit analysis is specificaEfy m pexfctrmed 
under the ““reasonable certainty of nu harm” standard. Drafi Risk Assessment and the 
~stab~is~e~t of Rcsismce Thresholds Workshop, De@cmber 10, X 999 ‘Transcript at 16, Line\ 
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. 

easonable certainty of no harm] dues nut weigh risks and benefits.“) 
~://WWW.fda.puv/~~~timicrubiaVv 12 f @N.rJdf . 

ii. cvhtf XS Rl3QUIRElD TO PERFORM A RISK - BENEFXT ANALYSXS 

In this cuntext, CVM is precluded from &lizing the “‘reasonable certainty uf nu harm”” 
standard because CVM applies it in a manner r=ontrary to contruIIing faw, whichrequires CVM . 
o conduct a risk - benefit analysis when determining the safety of new animal drugs. This is 

implicit in the FFDCA by the use uf such stamtory factors as “probable eu~~rnpt~un,~’ 
‘%z.zm~ative effect,” ‘* safety 
be fuElowed in practice. 

facturs,” and whether the conditions of use are reasunabiy r=ertain to 
AdditiunaUy, fF11= U.S. COW uf Appeals fur the District uf~u~~m~ia 

Circuit has at least twice held that CVM must consider the benefits of new ~~rn~-d~gs in the 
context uf the determinatisn of “safe” of a new animal dntg uder the FFDCA, Hclss c.$ C&k y. 
FDA,495 F.2d 975 (D.C. Circuit 19741; ~~~~e-~~~~e~~ V. FDA, 636 F.2d 750 @.C. Cjrcujt . 
l~gu). 

h Hess & Clur~ the Caurt reviewed CVAPs dete~~nat~un af the safety of an anima,l 
drug used in a fuud pruducing species and sp=EcafIy held that a tiskIbenc& analysis TEES 

erent in tic ap~rwi3.l process fur new animal dntgs. 495 F.2d at 993, 994. “PIhe issue far 
the FDA is whether fu allow safe of the tig, usualfy wider specific restrictions. ~esuI~~un of 

s issue inevitaibky means calctiating whether the benefits which the drug produces u~~~~ 
the msts of its restricted use.” Id, (emphasis added), The .E&w & C&zr~ case was remanded to 
the agency fur ~I.&XT agency action. 

The agency conducted an administrative hearing and published its findings in the Federal 
negater. A portion of tie Federal Register publication addressed the issue uf a risk 1 be&&, 
analysis fur animal drugs and the E&W & CZW~ decisiun. 44 Fed- Reg. 54,852, 54,SSf-83 
(19?9). The FDA Commissioner stated that the fanwge in tie H&S & Clark decision 
~d~~at~g that the agency rn~t consider the benefits of use of an animal drq was diem, nut 
boding on the agency. Id, T*hc Cummissiuner then pointed to (I) the legislative histury behind 

drug amendments of 1968, (2) a failure uf the Hess & Cla wz-t to understand the-. 
in human and animaf diugs, (3) the 1egisIative history nd the FFDCA feud 

ve pruvisians, (4) the CVM positiun against cunsidcration f *g &nefj-t;s of m &md 
and (5) “pulley ar~ents” tu con&de that the FFDCA 

consider the benefits of a new animal drug when determining safety. 
es not $fow fig agency to 
IX 

The‘ same ease again came before the US Caurt of Appeals fur the D.C. Circuit in ~~~~~a 
Poufen~~ Inc. Y. FI3A, 636 F.2d 750 (DE. Cir. X980). The caurt addressed whether its tisk I 

enefit Ianpage in Icress & Clark was binding on the agency. The court stated: 

In Hess & Clark v, FDA we held that 

[T&z typical issue fur the FDA is not the absulute 
safety of a dmg. Must dmgs are unsafe in sume 
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degree. Rather, the issue fur the FDA is whether to 
alluw sale of the dmg, ustily mder speciGc 
XYTStiCtiioRS. Resolution of this issue inevitabiy 
means calculating whether the benefits which the 
drug praduces outweigh the costs of its restricted 
use. 

In his de&&m the Cu~~ss~u~e~ characterized this language 
as dictmn and expressed the optiun that the e dues nut 
allow him TV consider the overall benefits of an animal drug. 

*.. 
The Cu~~ss~uner~s arwents regarding the prop 
benefit analysis are repeated in the agency’s brief. 
the invitation tu overrUle 0W prior hslbing, however. The 
language quoted above was nut dictm. Rather, it expressly set 
forth une of the issues to be cunsidem3 at the heting. 
Whatever the merits ofthe Cumnissiunerfs mgmnents on this 
paint may be, we are bomd by tie holding ofthe Hess & Clak 
court until we are instmcted otherwise by the Supreme COW or 
an en bars decision of &is COW, 

Id. at 754. (citations omitted). 

, the hulding of the US COW% of Appeals fur the DC inding cm the 
Frl?A. held that fisk - beneEt analysis is a seq&ed, inhg: e dgte~tiuR 
of‘%aW” mder the FFDCA. Because tisk - benefit malysis is inherent in the det~~~at~un af 
safety under the FFDCA, “reasunable certtity af no harm,” as applied by CVM, camut be the: 

dmd beGause it fails ta Gunduct the zeqtired analysis. 

Furthermore, the US S’upreme Co~e has recently held that risk 
inherent in the determination of CLsafef” wrder the seveml provisions uf FFDCA that reqG.rg=a-- ‘-.. . 
de~~a~~~ of safety. FaA v. &mm & ~~~~~~~~u~~ 529 US 120,140 (2~~~)~‘~eve~ 
pruvisium in the Act require the FDA to detqGne that the~m&m+ irselfis safe Etsused by 
ctmtmmersI That is, tie product’s prubabfe thmpe~t~c benefits nmst outvlrei& its risk of 
h.arrn.“‘). The m.xts that have addressed the issue have consistently hel &lt a risk f benefit 
analysis is inherent to the process, When will CWWs policy COrnply with the cuurts” rulings? 

- 
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FFDCA, and gave as reference a document titled PRECA ~~~~ JN US. FOOD 
~~~~S~U~~~~~: Annex II to the United States’ National Food Safety Syste 
ducument can be found on the www.foodsafeQ.pov website. ‘Ihe Precaution paper does nut 
szzppurt the position taken by CVM. A single footnote in the document states: “‘As tu veterinasy 
tigs, FDA’s position has long been that, in its decisiuri making, the agency is precluded ti~m 
east-benefit analysis. See FDA3 Decision banning DES, 44 Fed. Reg. 54852 (1979), and FDA’s 
regulatiun banning gentistn violet as an additive in animal feed or as ;tn aimal dnrg, 56 Fed, Reg. 
40502 (1991) (citing the American Textiles ManufacWs case)? Id, at note 2 12. 

The fcmtnate reference to the DES decision is interesting, as it was in the DES cases (tie 
H&,T~ & C%W~ and ~~~~g~~~~~~~c cases discussed above) that the D.C,. Circuit rejected CVR/f”s 

usitian, concluding that risk ‘f benefit analysis is an irrherem part of the determination of 
whether a new aimal drug‘ is ““safe” under the FFDCA. Further, reliance on the Americas 
Textile ~~~~f~~~~~~~~ case is alsu misplaced, as discussed below. 

CVM has long taken the position that cost / beBefit analysis is nut part of its i~q~i~ 
under the FFDCA. See e.g. 56 Fed. Reg. 41902 (1991) ~i~o~~s withdrawal action). In that 
action CVM stated that cost/benefit cunsideratiuns are irrelevant under the general stiety clause ’ 
of the FFDCA, arrd that Ameri~~~~ T~ifes ~ff~~f~~~~~~r~ Ins&~ v. Donovan, 452 U.S. 490 
(198 I) is “‘ample atithurity” fur the proposition that cfaues like the FEDCA”s general safety 
clause ‘&du nut permit, much less invite, east/benefit analysis.” 
with the 

Illustrative of the overall prublem 
fsters its pasitiua by referencing lanwage m &e FDA DES 

decision decade before by the DC. Cirezlit, 56 Fed. g. at 41902 at a.5. 

CVh/f’s reliance on American TexHgs ~~~~fu~~~~e~~ ~~~~~~~~e is misplaced, The issue in 
that case was whether OSHA’s organic statute required a~ econumic cost I benefit analysis in 
tennxs of the economic cost tuthe regulated industry versus the benefits derived by a cotton dust 
standard. American T&T&ZS &&w$zcw~~?T 1n.s~ 452 US at 506. The hulding in that case was 
that a -cost benefit analysis was nut required because feasibility analysis was required, as - -.. I. . . . 

madated by Congress. H. at 509. The malysis of whether the cost incurred by the regulated 
industry in complying with a par&z~lar regulation is outweighed by the e~~~~p~ud~c~d~y~~ 
replatiun is a ~~i~a~ively different inquiry than whether the benefits produced by a drug 
outweigh the ~st of its restricted use. Irr the context of ~h~ace~ticals, an analogous inquiry tu 
the une in ~~~~~c~~ T&ti&?s ~~~~f~~~#~~~~ IKW. would occur if the India challenged a 
re~la~i~~ requiring a particular type of study by saying the agency did&t take into accuuni the 
ecrsts incurred by the industry in run&g the studies eersus the amount of beneficial i rmation . 
learned firm them, In a case where the FDA was a party, the US Court of Appeals fur the First 
Circuit indicated that reliance an the Americ~~+~ TextiLzs ~~~~f~c~#~~~~ Inst. case in the wntext 
uf i~te~re~i~g the FFDCA was misplaced. ~~~~~~we~~~~ of ~~ss~c~~sg~f~ it. Nayes, 69X F.2d 
57, n.4. 
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The FDA regulates the approval of new animal drugs under the f=FDCA. 
regulates the slaughter zmd processing of livestock and pv&ry under the Meat In 
arzd the Poultry Prvduets Inspection Act, Under the FFDCA, CVM determines whether’ a new 
animal drug has been sfivwn to be ““safe.“’ Une of the statutory factors fvr consideration of sa$ety 
is the “probable ~vns~ption of such drug and of iany substance formed in or on food because of 
the use of such drug.” See 21 USC $ ~6~b(d). Xn theNUOH, CVM s s &at it views res2-t 
camplyvbacter bacteria to be “substances” formed in or one food due the use of the new 
animal drugs in question. 65 Fed&g. at 64856. That is, they intend onsider wheeer &e 
drug is s&e baed upon the presmce of certain levels vf resistant bacteria as cvr&hGmmts tv raw 
meat md poultry. CVM’s proposed method fvr the cvnside of tie Safffty Qf these 
anti..microbiaE new animal drugs is directly dewndent upon sl hter processes regulated bj, 
USDA. The incidence of bacterial contamination on meat and pvuftry carcasses is dire&y 
related to programs established and regulated by the USDA (e.g. HA/&P), CVM cannot operate 
in a~vacuum. It must consider .the &era&ion between the ‘FFI)CA, the Meat Inspection Act and 
the Poultry Pruducts Inspectian Act, because with respect to many products, a veterinary drug 
sponsor will, in effecq be controlled by performance standards estiblished by the USDA, 

. 

The Meat hspection Act requires the USDA to inspect aIf meat food pro 
ii-urn cat&z, sheep, swine, goats and equines prepared in any slaughtering, meat-c 
packing, rendering, or similar estabfishments. 21 USC 3 606. Products found not to be 
adulterated are stamped ‘“inspected and passed.” fd. This means that products stamped inspected ’ 
and passed” have been found not tu bear or contain any poisonous or defeterivus substance 
which may render it injurious to health, or that the quantity of any subsidy does nvt vrdin~~y 
render it injurious to health. 2 I USC $601 (m), Likewise, the Poultry Inspection A& prohibits 
the sale of any poultry products urXiess they have been inspected and passed as not adulterated. _ 
21 USC 458fa)f2). This meanS that products inspected and passed have been found not to bear- --.--- -- - . -- 
or contain any poisvnous vr deleterious substance which may render it injurious to health? vr that 
the qumtity of my sulxtance does not ordinarily render it injurious tv health. 21 USC 453(g). h 
the cvntext of fvvd, the use of the terms “adulterated” md c‘x&x&m&” are cmsistmt b~~~e~ ti: 
Meat lnspecfion Act, the Pvuh-y Pruducts hzpectim Act and the FFDCA. ~~~~~r~ 2X KJSC 3 
342,2 1. USC S; 453(g), and 21 USC $601 (m). Moreover, courts wiff interpret the same language 
from these statutes to have the same meanbg. See lihpreme .&sf Prctcessors, Inc. v. USDA, 1 X3 
F, Supp. 2d 1048, X052 (ND. 7%~. 2~~~)~ arder to interpret the Meat hspectivn AC%, the court 
cited to case interpreting identical definition of the term “‘adulteratefl i 
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USDA dues not consider the mere presence of bacterial p ogens (except for E. cali 
certain circumstances) regardfess af ~timicrvbi~ resistance patterns, to cause raw 

meat or poultry to be adulterated. Pinal Rule, Pathogen Reduction; Hazard Analysis and Grit&xX 
Control Point (HACCP) Systems, 61 Fed. Reg. 38835 (1996)(“Therefore, FSIS has not taken the 
position in this rulemaking that some amount of a pathogen necessarily renders a raw meat ox 
poem product unsafe and legally adulterated.“). It is FSIS policy to label “‘inspected arrd 
passe-d” raw meat arrd poultry products with the known or suspected presence of some 
pa~ogeni~ bacteria. fd. at 38852. 

By vgerativn of law> the m~keting of raw meat and poultry prvdu~ts that contain 
‘Yresistant”’ bacteria (i.e. those with particular resistance patterns) necessarily means that the 
USDA has, by virtue of labeling it Ynspected and passed,” made a dete~inativn that either (1) 
resistant bacteria on raw meat or poultry are not “substances;” (2) resistant bacteria on raw meat 
or poultry are not substances that may be injurious to health; or (3) resistant bacteria on raw meat . 
or pvultry are not substances present in quantities that ordinarily render it injurivus tv health. As 
CVM has contended that the ~uvrvqu~vlvnes approved for use in chic ens ad turkeys me. no ’ 
longer shvwn to be safe due to the existence vf some level of resistant Ca~~~~~~~~~~ bacteria 
cvnt~inati~g raw chickens products, where the poultry at issue was marked “inspected and 
passed” and sold into the fvod supply, CVM and USDA are necessarily in conflict vver the use 
af the same statutory terms in the same context. CVM cvnsiders these drugs unsafe due to the 
presence of a substance, resistant bacteria, that IJSDA has determined is either not a substance, 
not a substance injurious tv health, or not a substance present in quantities ordinarily ~n~~v~ tv 
health. This conflict is not removed by CVM simply asserting that its authvrity is fvund in a 
diEerent statute than USDA’s. First, the Supreme Court has stated that it is a classic judicial task 
to reconcile many laws enacted vver time tv have them make sense in cvmbin~tion. FDA v. 
Brown & ~~~~~a~~~~, 529 US 120,143 (2~U~)* Therefore, the acts till eventually be 
interpreted to make sense in concert. Second, as federal courts will interpret the same language 
under the FFDCA and the Meat Inspection Act and Pvultry Inspe ion Acts &e same, CVM mug 
address the implications of arriving at differing conclusions than Sf)A when interpreting how 
to handle ‘“substances”’ vn me& and pvultry, Third, CYM is attempting tv determine the safety of 
veterinary antibiotics based upon the resistance patterns of bacterial cvntaminants isvlated frvm- :- -- --- 
USDA regulated facilities. The presence of contaminants is directly rel 0 processes 
regulated by USDA under the Meat Inspection and Poultry Inspeetivns . Therefore, CVM 
must consider the interactions between the Meat Inspection Act, the Poultry Prvducts Inspection 
Act, its well as the implications and ramifieativns of conflicting inte~retativns. Wow can CVM 
fmd that these veterinary antibiotics are not safe based on a substance formed in vr on fvvd due 
to the use of an animal dmg, where the USDA, who regulates the animal product, has dete~ned 
that the same “substance”’ on the same food is either not a substance, not injurious to health or 

esent in a quantity that is ordinarily iajurivus tu health? 

3. W ithdrawal of IVQOW 

The WQOH seeking the removal of veterinary ~uoroquinolones for use in Chickens and 
Turkeys from the market should be withdrawn by CVM. A thorough discussion of the n~mero~ 
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